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K I~S37 JAN 2 02012

Rio-Medical Research Ltd.
Parkmore Business Park West, Galway, Ireland

bmctr orh td Tel: +353 (0)91 774300 - Fax: +353 (0)91 774301

This 510k Summary is being submitted in accordance with the requirements of 21 CFR

807.92.

1. Contact Details

Name: Anne-Marie Keenan

Address: Rio-Medical Research Ltd.,

Parkmore Business Park, West

Galway, Ireland

Telephone: +353 91 774300

Fax: +353 91 774302

E-Mail: akcenani@bmr.ie

Prepared: December 22, 2011

2. Device Name

Trade Namne of Device: Neurotech Recovery

Common Name: Conductive Garment

Regulation Number: 21 CFR 882.1320

Regulation Name: Cutaneous Electrode

Product Code: GXY

Device Class: 2)

3. Identification of Equivalent Legally Marketed Device

5 10(k) Number: K070142

Manufacturer: Rio-Medical Research Ltd.

Trade Name: System-Abs

5i10(k) Number: K082190

Manufacturer: Bio-Medical Research Ltd.

Trade Name: Baxolve XP Conductive Garment

Directors: T. Kirwan (Chaiman), Dr. PA Smnith (Managingp), Dr. B. (Thltins, P. K. McDonnell, C. MlnogUe, P. MCGrat I,

Registered in Ireland No. 152947



4. Description of Device

The Neurotech Recovery is a non-sterile, reusable conductive garment for single patient use

only. It acts as an interface between the adhesive electrodes on the patient's skin and the

Neurotech Plus electrical stimulator which provides Neuromuscular Electrical Stimulation

(NMES) or Transcutaneous Electrical Nerve Stimulation (TENS).

The Neurotech Recovery is available as two options, each targeting separate areas of the

human anatomy;

I . The Neurotech Recovery for the lower back which is constructed of the following

materials; Main Panels: 89% Nylon & I1I% Spandex laminated to Polyurethane,

Silver Trace, Binding: 100% Cotton & Hook and Loop Fastener: 100% Nylon

2. The Netirotech Recovery for the abdomen which is constructed of the following

materials; Main Panels: 100% Nylon, Binding: 82% Nylon & 18% Elastane, Hook

and Loop Fastener: 100% Nylon & Foamn Padding: 100% Polyurethane

Included with each Neurotech Recovery conductive garment are conductive gel pads, an

extender strap and instructions for use. The device is intended be available by prescription

only.

5. Statement of Intended Use/Indications for Use

Intended Use:

The Neurotech Recovery is intended for home use. Sale of the device has been restricted to

sale uinder a prescription order from a licensed practitioner.

Indications for Use:

The Neurotech Recovery - Back Conductive Garment for the back and associated accessories

are indicated for use with Netirotech Stimulators to facilitate the frequent and correct

positioning and repositioning of large. multiple, and/or difficult to reach stimulation sites

associated with the low back.

The Neurotech Recovery - Back Conductive Garment for the abdomen and associated

accessories are indicated for use with Neurotech Stimulators to facilitate the frequent and

correct positioning and repositioning of large, multiple, and/or difficult to reach stimulation

sites associated with the abdominal area.
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6. Summary of Technological Characteristics

There are no new technological characteristics that could affect safety or effectiveness of the

Neurotech Recovery device. No clinical tests have been submitted as part of this prernarket

notification. The Neurotech Plus device complies with the following international standards:

* I.S. EN ISO 14971 2007 Medical devices - Application of risk management to

medical devices

* EN ISO 10993-1:2009 Biological evaluation of medical devices - Part 1: E-valuation

and testing within a risk management process (ISO 10993-1:2009)

* EN ISO 10993-5:2009 Biological evaluation of medical devices - PailS5: Tests for in

vitro cywotoxicity (ISO 10993-5:2009)

" EN ISO 10993-10:2002 & Amendment 1 2006 Biological evaluation of medical

devices -- Part 10: Tests for irritation and skin sensitization (1S0 10993-

l0:2002/Amd. 1:2006

Based on substantial equivalence analysis carried out between the proposed Neurotech

Recovery device and the listed predicates, we believe that the proposed device is safe and

effective.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

10903 New Hampshire Avenue

Document Control Room -W066-G609

Bio-Medical Research Ltd. Silver Spring, MD 20993-0002

c/o Ms. Anne-Marie Keenan

Quality & Regulatory Engineer

Parkmore Business'Park West

Galway,

Ireland

JAN 2 02012

Re: Ki 12934

Trade/Device Name: Neurotech Recovery

Regulation Number: 21 CFR 882.1320

Regulation Name: Cutaneous Electrode

Regulatory Class: Class 11

Product Code: GXY

Dated: December 21, 2011

Received: December 22, 2011

Dear Ms. Keenan:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration. Please note: CDRH does not evaluate information related to contract liability

warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it

may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical

device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.



Page 2 - Ms. Anne-Marie Keenan

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

go to httn://www.fda.2zov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucml 1 5809.htm for

the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CER Part 803), please go to

http://www.fda.jgov/MedicalDevices/Safetv/RevortaProblem/default.htm for the CDRH' s Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforYou/Inldustrv/default.htm.

Sincerely yours,

L avina B.' Eydelman, M.D.

Division of ophthalmic, Neurological,

U and Ear , Nose and Throat Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosure



Indications for Use
K112 934

5 1 0(k) Number (if known): ____________

Device Name: Neurotech Recovery-Back

Indications for Use:

The Neurotech Recovery - Back Conductive Garment for the back and associated accessories are

indicated for use with Neurotech Stimulators to facilitate the frequent and correct positioning and

repositioning of large, multiple, and/or difficult to reach stimulation sites associated with the low

back.

The Neurotech Recovery - Back Conductive Garment for the abdomen and associated

accessonies are indicated for use with Neurotech Stimulators to facilitate the frequent and correct

positioning and repositioning of large, multiple, and/or difficult to reach stimulation sites

associated with the abdominal area.

Prescription Use X AN/R Over-.me-Counter Use __

(Part 21 CFR 801 Subpart D) AN/R (21 CER 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE

OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of ophthalmic, Neurological and Eu,.

Nose and Throat Device

510(k) Number-K



Exhibit B



JAN - 92012

blo-medicat research Itd.

This 510k Summary is being submitted in accordance with the requirements of 21 CFR

807.92.

1. Contact Details

Name: Anne-Marie Keenan

Address: Rio-Medical Research Ltd.,

Parkmore Business Park, West

Galway, Ireland

Telephone: +353 91 774300

Fax: +353 91 774302

E-Mail: akeenan~itmr.ie

Prepared: November ,2, 2011

2. Device Name and Regulation

Trade Name of Device: Neurotech Plus, Type 413

Regulation Number: 21 CER 882.5890

Regulation Name Transcutaneous electrical nerve stimulator for pain relief

Product Code: OZJ, NYN, I PF

Device Class: 11

3. Identification of Equivalent Legally Marketed Device

5 10(k) Number: K082011I

Manufacturer: Rio-Medical Research Ltd.

Trade Name: MediStim XP, Type 281
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5 10O(k) Number: K08201 1

Manufacturer: Bio-Medical Research Ltd.

Trade Name: MediTens XP, Type 458

5 10(k) Number: K(061516

Manufacturer: Compex Technologies

Trade Name: Staodyn® Max, Model 4470

5 10O(k) Number: K(97 1437

Manufacturer: Murray Electronics

Trade Name Bionicare Stimulator System Model Bio-l1000

4. Description of Device

The Neurotech Plus is a portable, two-channel; battery operated system which can provide

both Neuromuscular Electrical Stimulation (NMES) and Transcutaneous Electrical Nerve

Stimulation (TENS). The device is intended be available by prescription only. Included with

the Neurotech Plus control unit, are a lead wire assembly, electrodes and instructions for use.

The Neurotech Plus contains ten program sets which have been each allocated an individual

type number. Seven of these types offer a combination of NMES and TENS programs.

There are two types which offer only NMES programs and one which has only TENS

programs.

The lead-wire assembly contains the ID chip (EEPROM) that identifies the required program

set. Each of the program set options are pre-programmed during manufacturing and no

access to the configuration is available to either the end user or clinician. When each lead

wire is connected to the unit and the outputs (A, B, C or D) to the electrodes, the two

channels may be operated independently through the unit. Detailed diagrams for correct

device usage and placement of the electrodes are available as part of the instructions for use.

5. Statement of Intended Use/Indications for Use

Intended Use: Dependent on the program chosen, the Neurotech Plus, Type 413 can deliver

Neuromuscular Electrical Stimulation (NMES) for the activation of muscle for rehabilitation
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and/or Transcutaneous Electrical Nerve Stimulation (TENS) for the activation of nerves for

neuromodulation and management of pain.

Indications for Use:

Models 431, 432, 433, 434, 436, 439, & 440 offer a combination of NMES or TENS

programs.

NMES Indications for Use

Maintain or increase the range of motion

Prevention or retardation of disuse atrophy

Re-educate muscles

Relax muscle spasms

Increase local blood circulation

Prevention of venous thrombosis of the calf muscles immediately after surgery

TENS Indications for Use

Symptomatic relief and management of chronic, intractable pain

Relief of pain associated with arthritis

Adjunctive treatment in the management of post-surgical and post-trauma pain

Adjunctive therapy in reducing the level of pain and symptoms associated with osteoarthritis

of the knee (models 431, 432, 433 only)

Models 437, 441 (NMES only indications for use)

Maintain or increase the range of motion

Prevention or retardation of disuse atrophy

Re-educate muscles

Relax muscle spasms

Increase local blood circulation

Prevention of venous thrombosis of the calf muscles immediately after surgery

Model 438 (TENS only indications for use)

Symptomatic relief and management of chronic, intractable pain

Relief of pain associated with arthritis

Adjunctive treatment in the management of post-surgical and post-trauma pain

Sale of the device has been restricted to sale under a prescription order from a licensed

practitioner.
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6. Summary of Technological Characteristics

There are no new technological characteristics that could affect' safety or effectiveness of the

Neurotech Plus device. No new clinical tests have been submitted as part of this premarket

notification.

The Neurotech Plus device complies with the following international standards:

" IEC 60601-1 (1998) + Al1 (1991)4+ A2 (1995) Medical Electrical Equipment - Part 1:

General Requirements for Safety.

* LEC 60601-2-10 (1987) + Al (2001) Medical electrical equipment - Part 2-10:

Particular requirements for the safety of nerve and muscle stimulators.I

* IEG 60601-1-2:2001 Medical electrical equipment - Part 1-2: General requirements

for safety - Collateral standard: Electromagnetic compatibility - Requirements and

Tests

* I.S. EN ISO 14971 2007

6.1 Program Sets

Tables 6.1.1 to 6. 1. 10 show the program parameters for each model of the Neurotech Plus.
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o ~ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

C Food and Drug Administration
10903 New Hampshire Avenue

Document Control Room -W066-G609

Silver Spring, MD 20993-0002

Biomedical Research, LTD

c/o Ms. Anne-Marie Keenan JAN - 92o12
Quality & Regulatory Engineer

Parkmore Business Park West

Galway, Ireland

Re: K 11225 8

Trade/Device Name: Neurotech Plus, Type 413

Regulation Number: 21 CFR 882.5890

Regulation Name: Transcutaneous electrical nerve stimulator for pain relief

Regulatory Class: 11

Product Code: GZJ, NYN, IPF

Dated: November 30, 2011

Received: December 5, 2011

Dear Ms. Keenan:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration. Please note: CDRH does not evaluate information related to contract liability

warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class HI (Special Controls) or class III (PMA), it

may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies'with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical

device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

go to http://wvww.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucml I1 5 809.htm for

the Center for Devices and Radiological Health's (CDRI-'s) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CFR Part 803), please go to

http://www.fda.2zov/MedicalDevices/Safetv/ReportaProblem/ldefault.htm for the CDRH's Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address

http://www.fda.ov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

na .Eydelman, M.D.

Director

Division of Ophthalmic, Neurological,

and Ear, Nose and Throat Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosure



Indications for Use

5 10(k) Number (if known): V i2,21d'

Device Name: Neurotech Plus, Type 413

Indications for Use: The Neurotech Plus device is indicated for the following:

In combination Neuromuscular Electrical Stimulation (NMEES) and Transcutaneous
Electrical Nerve Stimulation (TENS) modes, models 431, 432, 433, 434, 436, 439 & 440:

NMSInidications!: it'tTENSI,1dictios; r7>~f
Maintain or increase the range of motion Symptomatic relief and management of

chronic, intractable pain

Prevention or retardation of disuse atrophy Relief of pain associated with arthritis

Re-educate muscles Adjunctive treatment in the management of
post-surgical and post-trauma pain

Relax muscle spasms Adjunctive therapy in reducing the level of
pain and symptoms associated with

Increase local blood circulation osteoarthritis of the knee (models 431, 432 and
433 only)

Prevention of venous thrombosis of the calf
muscles immediately after surgery ______________________

In Neuromuscular Electrical Stimulation (NMES) only mode, models 437 & 441:

Maintain or increase the range of motion

Prevention or retardation of disuse atrophy

Re-educate muscles

Relax muscle spasms

Increase local blood circulation

Prevention of venous thrombosis of the calf muscles immediately after surgery

In Transcutaneous Electrical Nerve Stimulation (TENS) only mode, model 438:

Symptomatic relief and management of chronic, intractable pai n
Relief of pain associated with arthritis

Adjunctive treatment in the management of post-surgical and post-trauma pain

Prescription Use X AN/R Over-The-Counter Use __

(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE

OF NEEDED) _

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Ophthalmic. Neurological and Ear,

Nose and Throat Devices

5lO(k)Number-~ "/2 2 -
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Bio-Medical Research Ltd.
bia-medicol research tdl. Tel: +353 (0)91I 774300 - Fax: +353 (0)91I 774301

This 5 10(k) Summary is being submitted in accordance with the requirements of 21 CER

807,92.

1: Contact Details

Namne: Anne-Marie Keenan

Title: Quality/Regulatory Engineer

Address: Bio-Medical Research Lid.,

Parkmore Business Park, West

Galway, Ireland

Telephone: +353 91 774300

Fax: +353 91 774302

E-Mail: akeenan@bmrnie

Prepared: July 25. 2011.

2. Device Name

Trade Name of Device: Kneehab XP, Type 412/421

Common Name: Transcutaneous Electrical Nerve Stimulator

Powered Muscle Stimulator

Reguqlation Number: 21 CFR 882.5890

21 CFR 890.5850

Regulation Description: Transcutaneous electrical nerve stimulator for pain relief

Powered muscle stimular

Product Code: IPF, GZJ, NYN

Device Class: 2

3. Identification of Equivalent Legally Marketed Device

5 10O(k) Numjber: K083 105

Manufacturer: Rio-Medical Research Ltd.

Trade Name: Kneehab XP Conductive Garment, Type 411

Di rcctors: T. K irwan (Chai rnian). Di. P.A. Snmith (Managingj. Dr. B. Collins, P. K. McDonnell. C. 1im~gue. P. Mc~rath

Registered iii Ireland No. 152947



5 10O(k) Number: K082011I

Manufacturer: Bio-Medical Research Ltd.

Trade Name: MediStimi XP, Type 281

5 10(k) Number: K082011

Manufacturer: Rio-Medical Research Ltd.

Trade Name: MediTens XP, Type 458

5 10(k) Number: K061516

Manufacturer: Conipex Technologies, Inc

Trade Name: Staodyn Max Preset

5 10(k) Number: K(021 100

Manufacturer: Empi

Trade Name: 300 PV Complete Electrotherapy System

5 10(k) Number: K971437

Manufacturer: BioniCare Medical Technologies

Trade Name: Bionicare® Stimulator Systemn

4. Description of Device

The Kneehab XP, Type 412/421 is a portable, battery operated, combination device which

can provide both neuromuscular electronic stimulation (NMES) and transcutaneous electrical

nerve stimulation (TENS). The device incorporates multipath®, a patented technology

developed by neurotech® which enables the Kneehab XP Conductive Garment to deliver

highly focused and accurate NMES muscle contractions. This device also provides a method

of pain management and relief through the use of TENS technology.

The Kneehab XP pack consists of a rechargeable control unit, a left or right universally sized

garment. a pack of custom adhesive electrodes, a battery charger and instructions for use.

The garment is fastened around the thigh and above the kneecap and contains a connector

socket into which the control unit is plugged. Power is derived fromt a 3.6V NiMH

rechargeable battery pack that is pre-insltlled in the unit. A battery charger is included with

Page 2 of I0



the device and the device cannot be used while being charged. The adhesive electrodes have

an estimated usage capability of 20 sessions when used under thle recommended conditions of

use.

All internal connections of the unit are over molded to prevent moisture ingress. The user has

no access to the wiring or connectors within the garment and is unable to alter the current

path. There are nine treatment programns in total (six NMES and three TENS) with a duration

of 20 minutes each. Program details are included in the instructions for use. For purposes of

hygiene, the garment may be cleaned and instructions for device care are included in the user

manual.

5. Statement of Intended Use and Indications for Use

Kneehab XP, Type 412/421 delivers stimulation based on the principles of NMES and TENS.

NMES may be defined as the application of electrical stimulation of the peripheral nervous

system to contract a muscle, either through the direct activation of the motor neurons in the

mixed peripherai nerve, or indirectly through reflex recruitment. TENS can be defined as a

pain therapy based on the application of electrical stimuli to the skin via stimulation of the

nerve fibers.

In NMES mode (Programs 1-6), the Kneehab XP, Types 412/421, is indicated for use as

follows:

I,. Maintain or increase the range of motion.

2. Prevention or retardation of disuse atrophy

3. Re-educate muscles

4. Early post-surgical quadriceps strengthening and improved po st surgical knee

stability secondary to quadriceps strengthening

5. Relax muscle spasnis

6. Increase blood circulation

Programs 1-6 use multipath technology.

Page 3 of' 10



Neuromuscular Electrical Stimulation (NMES) Programs on Kneehab XP:

Program Duration Frequency/ Poise Ramp Contraction Ramp Relaxation Additional Indication
Number (Minutes) Rate (Hiz) Width Up Tinme Down Time Function No. -

(i1sc) lime (seconds) Time (seconds)
(seconds) (seconds) ______

P1 20 50 3001-400) 1 5 0.5 10 i igger 4

P2 20 50 300-400 1 10 0.5 10 Trigger 1, 2, 3,5,6

P3 20 50) 300-400 1 10 0.5 21) Trigger 1. 2, 3. 5. 6

P4 20 50 300-400 1 H0 0.5 30 Trigger 1. 2,3. 5,6

P5 20 35 300-400 1 I 5 0.5 5 Trigger 1.2,.3. 5,6

P6 20 70 300-400 1 10 0. 0 Trigger 1.2,3.5,6

In TENS Mode (Programs 7 - 10). the Kneehab XP, Type 412/421 is indicated for use as

follows:

7. Provide symptomnatic relief and management of chronic, intractable pain

8. Provide an adjunctive treatment in the management of acute, post-surgical or post-

traumnatic pain

9. Provide symptomatic relief and management of intractable pain and relief of pain

associated with arthritis

10. Provide an adjunctive 'therapy in reducing the level of pain and symptomns

associated with osteoarthritis of the knee

It.

Transcutaneous Electrical Nerve Stimulation (TENS) Programs on Kneehab XP:

Program Duration Frequency! Poise Ramp Contraction Ramp Relaxation Additional Indication

Number (Minutes) Rate (Hz) WNidth Up Time Down . Time Function, No.
(psec) Time (seconds) Time (seconds)

____________(seconds) - .(seconds) _______ ______________

P7 30 99 300 N/A Cotinuous N/A N/A No Trigger 7-JO

P'8 30 4 300 N/A Continuous N/A N/A No Trigger 7, 8.9

119 31) 125 175 N/A Continuous N/A N/A No Irigger 7. 8,9

6. Summary of Technological Characteristics

There are no new technological characteristics that could affect safety or effectiveness of the

Kneehab XP, Type 412/421 device. A summary of the technological characteristics of the

new device in comparison to the predicate device has been included below:
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General Comatnain Propose DI)evice Preicatelicleo PreilcateDet Predicate Device Predice Decle Predicatoe DeIre Predictet Device

Nam orpreykce: Kneelnb Xl P - Kneehab XP MleiTert X11 - SteiStnt XP Standyn lt , M0 PV Comrplete BItlnarcs Stimulator

- Conuctive Gnest Etetrotherata Smsemr System

5101A Numunot K110350 KOU10O K(082011 K08201i K(01516 1(021100 K(97437

Intended Use, The, K retlb XP is The Knchab XP is Thea MedIITen XP is The Knt,,hai XP i, The Knich XP' is The 300PV i,. aII Th Mointe Is a
irntdetiended to provide intenndied tin ppii einie naleut I, prtivid .- e , oie Intended iv, provide moulfunct IF bartery ",,,amia TI iNS

lftaosullnonsl reansett~anrous TorattFia,us .r....it.enn 11traclcoo u lacnlarothnydevice ino lal..r rodl rioo

NCut*~fI~aru 'at Electrica euotscla IIttca lectrica Nerve, Ne,arn utArIi duca N ...... flillctilf I t,etti intended to providde ;Fse a' X H,,ii

StittililtitTI iNNiFS) and SOtTnu~lot INMIISI and Stinrttatin ITtiNS). Soimulvajo INMIS) rod Stiri..ijnir IMIHS) And] Nenriuscalar lFilclrical E.trlce Ahde r

Tinettineus Trncuric-n Tv.s.n.n..u Trislatiu SotuliiinlbWi;Sl, the knee, ard t~

Hlectrical Nerve tileetica Nerve tileclrical N else tileslell Nerve TenAscu nt ,Als

StirraliOni ITiNSI. StitinaitIII1, (TENS Stiroul-Atin (TENS, Sliinltl,r1 (TENS llietrical Nerve,
StimltoA TENS),
tfllerfercniial Contenton

St Flto IS) mild
tunelimnl Ellectrcal

S'tilation OtES r.

Prse Ise t Yes Yes Yes Yes Ice Yes Yes

Indicatlonse fmtr Liv in NinES rmde Muscle, re-eduation of Mie symptomatic relict NauioniustuIa Electrcal The Stanyn®D Mat ftNSINMES Provide an adjutotiv

Itnoorams 1-6) the 6t, quadraceps, anrd mratragetnen of Stimulation (NINMSI for Preset t ranscutateous Indications for otsw) therapy in inin the
Kneema Sitis intended caintainng uir ineceae cltrinic intractable pIn. relanation of mrscle Eilectrical Nverve As a N.M s deie, te. lel of Paint and

to: rge of moction of the It is als an adjiunctive spsms. prevenion or Stimulator Dr vce, is used 30 PV is indicated for syotusIF associlated

Maintain or i.ctae kneae int. Prnctio re aloment in thre rardiation tof disuse for the symptomatic the folowing cotiditons: withtsiora ii of t

rune of mootion, retardation of dis mianageroent of pot- ateomh, increasing local relief amid marlagenaco of ite-educrting muscles, knee und IF,, oerall

Prfsettion or c ardation atrophy in Itie surgical and post- looed! cireulation, muscle chronic intractable pain Relaxation of musc inipreovert pet of e k-tee
of disuse atrophy umtidees Early pFol trantitalic pain. The, re-educatistt. intile and relief if pd N sasmo. Inc rasing Flna

Re-edurat, muce ,srical quardricp desice htas nit curatie post-surgical I impulatioit assniiala ten h anhti s. blotnil circulation,

Iarls poi ori t srengthenirg and valu nd shold only be, of calf nas...le, to, It is:st sr.. .JAs an Retarditi prvenin,
Flmtnum-ps, strtngiheni n improved pos

1 
-sirgicA I~c ts.in emirj ction svIth present Ferrol ad~rmtcti e reF"rFtc n disetopy

amid itispo rl li "neetnll sconar. tII tiI lt nAI rvsir. trombosis and the hoa ttlnell 't 3FsA- Maintaitting 'IF

telknee la hililyti, qoaniep maintairnn ,r ncrew-i ng mg a Andl vs - l.cre.t an, vi l

sm.o.... IrF fit ~ .. .. pst..gtear & rAne of niiFm tritiramie pain riio & Preeetoniti f

strengthening, Eel', as Ircrcasirg lida bltul 1111 1litS I 'hrol It so the

rtslsm scr enlaliiin.W~u' rtnaetnro.s. calf muscle-nirituiletyl

,Itrsi toeal hoini Electrcal Nerse after surpery
lionSilatitin a TENS) ie,

an atjcisc treatent As A TENS device, the

In TENS Mtisl in thve reona rn of 3W0 PV' is indited for
(Ptra Ins 7 - 91 the ps-ugcland mIt hr foiltiwiog evoouittins

Kneehkl XP is intended ratiaticAtnae palo Snuptiat.ic relief And
Aii problems, nranageirent if chr...nac'

PrttvticyntptoiFAaic intractable pain and

relief and toanageilnent of Adjunctive treatent fur

clortnie, intractable pain mist-sural andI Fsi-

Moititle anadonciv trama Acute pin

rVttatagnot i r acue
.Aol-suria or Ait-r

itnuilalicpatir Provide ______________

Page 5 of tO



* ireetal Crpa.~rinit Fseo.,ed Device Predktur DevIce Predicate Device Predlicate Device Prreicten Devic Pnrecte Device Pediate Deaytce

Naeun nft 1evice: Kneehab.XP Kneehab, XP' .. . ealTens X11 MediSlim X11 StMNdyti MO' 300 INComplete iIIolentca Stfinnlator

Conduivie Gaintrept . Eectrnulerati Smitio Systemn

5i0k Num.ber: ; K110350 KO08105 . KOSII1 K082011. 1(0"56 ~ .K021100 KW91437

syrpnmal ic reliefan

iriautabie pain. Relief of
pain errated usilb

'rougai 7 povide, an
adjunictve therapy iii

redlucing the level of pin
and srntpipis ... .rated

wi'S osioatibaii of 'he

Energy Used or 16V NMI Satro, aproposd device 9V Batne, type 61R(61) 9V Batr(yp 6LR6 i) 3sa AAA Btelrys 2, AA 9v' tlattry aype i.R/i)

DX11eliered: Rechargeabl Blatet

Pack

Unit: consirucini rn Satirenasprarpodr .evi. Same a, prtep(ed device Sane as poposddeivic her avaiakble Notiavailable 9W Battery (type 6LRI

arjeii'p 'ntlided
iheeniusetong plastic

(ABS-tPA-757)

Garment: Continrs an Etil'I4O . Sa.r as proposed device Not Applicahie (N/A) NIA N/A NIA Caee snips around

Diner Fabric: 14M) knee ;ri ... Ihigh, cont.ins
NWon. Inner Fabric: 70% r iracive surlaaes oils

Piilchlornpryne & W 93whi'l cvtdatt gel i

Pol'urimhanc applied.

Biadine: 82% Nylo &
18% Elastait.
Fastenings: I (i Nylon ___________ ___________

Electruli Hilevotrua A: I94 sr2, Sate a, proposed device Itdustry standard Indostr stadaru Idut standard findusry standard 2 'f 12 ,9cm appr"

lecronde B: 74 cn,2. re .c. ndes elecrurdes elecraes electrodes

Eiectr'rle (:83 eni2and 5 , con & iuyctiin& S y 5,n,& Sx sent Ae

Eltectrodie I): aeui2 7 ...r.n nd 7c ra ond 7 vi rond 7cr"t bounid

5c, , 9" c 5 en' a 9 e',, etc 5 cit' ' 1)rn et, 5 'n' s '4" re

lend Wires: Over-rnrded SAlI'A Statc, apopoed device Selt a' w' (dark blt'e andl Set 54sun dx ark ble and Sri 'W two. each ear S, f wo each lead Set of 'us'. ritcli led

conwetr'r. spio" ili g 5 lighl bi.). each lead light hir), each lead wire hts 2 're ned ,ie has 2 wires and slie has 2 wire ird

lad,/. tds, wire has 2 wires and wire has 2 wires and Ieroneis wsith a 2r'inr lerannaicsscith a 2n terminriles with a 2 en

lerinales with a 2mmo lemninates with a 21te iniuldcd! pi sir arnmulded pitt Ir oiralded pin fir
iiriulded pin lr'rna'n ded pin fr..r...nne'ir'i..e laronde. rnnectn'ottne. cr'nnrxii...rino(elw'rrles

curneinipt In ard .. cllt. compr~llio In elsAtruses.
Coirulcld of PIC Cutisn'ted of PVC

insulated. ronliailing 7-insudalan], cocianin,, 7-

strand olr ci'Mrr wuith straps orneld copper 'sitS

Inroerti Kevyar inrwoven Nectar

mireon fibers. i In-i.rfinbers, _____________

(liarnrtC/B.cmpisw, Sau prii, d desle /AN/ N/A YES chre it NIA

Standards Met tEE (Ass11-I (I'AF54) & Satie sprtoposed deie aie a - s ra'eddeviceI Sann,as prid device, 0 avaroiabl Nu vial - vial

At IeN,:ifrl 

orMial
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.Gener.aI Counadio ,progd Device P6edicate Deice Pedae IDevi Predicate Device Prehelt Denve 1redilcate Deovce Probiate Devce

Name oF Devie: Kne.lt.l, SIP Knevhab XP Medlens XP' Meetlim XP, slaxidyn er Wa 30 V Campl Uloolvao/t stiomltr
Cohftilie Cannen Electrtheraar Syst System

510k Nunther: 1(110350 KOSU1O5 KK0 011 KN02011 K06I516 1(021100 KW91437

tIC WelMI-2-I0 1987)

Al1: 2M).

IEtC 60v0I -1.2(21)
ISO 14971:2(107.
ISO 0093-I200r)
ISO It(l99520(b)

ISO 10t993-I 0129 &

21 CF-U 99
21 CPU 101

flteopatihility tletrodic, - KtltN47 Sara, as prsed device F le~ K97lt426. Electrode' K97(9426, Not aabeN JalNoAvailable

K874469 & K(965194 K(87446') & K965)194

Ctnarlt with the Comrphie to tIC 601611- Sameas propoed dvice Same as proosd 7vice S.ame as propod dvice Nt available Not ailable Not Available

envfirronmen & otier 1- Mlerbdileet
devices eqaiptirctil - Fart 1-2:

Cevtreqia i tr for
satelt - , rlaeral

le~a: ,or

Sterility NIA N/A N/A N/A NIA N/A N/A

Electrical & (otopi, lst E~C 6(61) 1-1 Saawasp, ptc deve Same as 'ttsd deice Savteas prp t vdvie Nott availalble Nal available Not aalabl

NeIbwanleal Safe, Meficl electricll
oautaipttt - Part I :

(leceral teurtlTor
so/etc & Wi Mfo5ll-2-lID

Maedical Clvlnal
,pi tsen - Pat 2-Ill

Paritieliue. t tttetltsea
.... tte "aety .,I nere
til otslsitnttlett

Chemical Safety %ISDS Shet Iblectrode Sattic as prssoed device Same as proposed device Same as propod device -sciavailable NitI aailable Nor tavailable

Thermal~~ SIfel C rtpi cs Ii te -I Same as , prpsstseie Sara, as wNed asclldvc Soame aroosvd device Notavailahe Nt available Nott availabl
&tIIC&6012-lO

aia jitSfl N/ANNA NIA Not availabhle Not vial es vi/,
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UNIT Cntmpardsn Propoed Vesice reicte Derice Predicate Device Pridicate Device Predicatte Device PrtdHcate Desice Psredicate Device

Nans f Device Kneeab XI' Xarehabw %i'MdiTens XP mwkdi.i XP' Stardyn Max 300 PV Complete

Conductive (amnent ____________ Etedtrothcrnin System-

510k Number: 1(110350 KO&I 105 1(082011 K"201II KMI6516 K(021 100 __________

%Ian..facturr Cbisa Turnkey Solution1 Samc, as proposed device Sans, pos ...sed device Saty as p.,ped,, dvice Cons.ss Technologies Empi BioniCare, Mehatal

t"awslc (Strttflee) 599 Cuetigan Roa Techniogies. In...

Co.F.I\ua ree Tract Si. Patl. 47 R Lasseton Circl

on.CHINA )l18D38 Mintusonv 551 26-40F) Spas, NIL 2t1152

-Method a line, No litte coaauv inn San as proposed device Sae us proposed device Same as pdposed device Sautt as prose.d device Saute as propedea device S.m as dro,,sd de...ic

Patient leakage NfA S.rs as proposd device Sact. as proposlsddeic Same as pro,,sed device Satnca proposed device Same as ,proosd devic No line omtccn..tt

Cuirren

No. ofOutput Modes I Same as pvIpsc Fdvie Senct as prop Ie device Same as pro,,sed deuce Satras proposed device Several. eg Hi Velt, FES,

WasvforrNvhape Puled. Svmtnve'nselS' as... proposed dIIIe Satyr as prop...osed device Same asprcctstsed levier1 Sytnete1tricAl 1Is1esic Asytcrttic. Ic Mtrtslais

Hilsasic. REsctstgttlar Sttcare9. .. Svatrtctrasancr watve sha,, pae

with ittaFdveiar op"1 1tions, Hi VIlt salve
op..tion: e IvI eltw1ertil
spkes.

Nit, ou.1upu Channels Sa...te as proosd devic Same us p sd device Samec as proposed devic S.Fae as proposedl dIce Saate us prtposed devic e 2

SyncWttrnalce? Sutnnu Sot'uspooeddvc Sant as proseds device Saes as proposd device Scarn as proposed device SyncuIntous add Snhotst

(mnltiptaedl altetatittg

*methunt of chuuinel I ....istor Sanre, as proposed device Sante as proposed device Samde as proposed device Sane as proposed device tranfntrmer urtknoss,

Rtulueil Corrtti or Regutled Cuere.t Same as pro,,sd device Sa.nuas prt' 1stsd lesie e Sanse as pro,%sd device Sante as antposed device Same as prcoedevc Clafimred to bae regulated

Reytuait Vuitcage vntltag

Sortu.arF rnuwrc Ys Sameo . prnontsed desice Sane as, pr -atl detie Sday As p(tvptsed device Same, asprttpv)scd de~vice .U .Sntt a rnp d dev ice Sattu .1s pdtptcs ulevIe

Con trti?

A.ltsm.tic Overload IYes. ... rret Iittd. Sao as ,tael deie Setttea, prtpased device Same, astvpse delvic klrkarowt lkrtsn utta~s katoovF

id,,flaaa he a I

a llt wed _______________ ______________ ______________ ______________

Atuttittic No- load Yes Same as prrstseld device Satts,-.s ptcrt'td 11-ic, San a, pnpnse .dvc SaF.e as prcF,.- StSCLI c, cv c Sita rtv d d.vi.ca urkstmw

t rip?

Attrnatie Shut Off? Yes Sanae as "proptsd deic S.atty as proposed devic Sarac as prols),c device Sanae Us prasprtsed dic e Saeth tas prvcpvtsCc dev Ice Uts,ksn

Paet Ovecrride Ys psc but rt% Slame .srsptst tlevitc Slotmtc as trttttI device Sattieas propseddevice Nott :tvlblc Ye, Pause, FES eagles Yes slop hal "I'lltt
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UNIT Coiniuion Proposed Device Preate Dlevice Pr~edicate Deic PrcdieaW ie vie Predlcate MO.ic Predicate Dcxlv. Predicte Dee

Nam. or Deie: Kneehab XP KnSehab xl . MediTenn NP MOMislunII slaodyn ilt 30 1W Counpiet
Conductive (innnent Eletm~rtierv Sygtmt

SCI Nuetninc: K110350 i(083i05 KW(02011 K(082011 K0616 - K1021100 - -

liter rnge mimil. 20 otn.,t-n S.m us rpipscd deice Opn .4)mi notes -orpen 120 min. 5ni itoo InS,. Open

Weight funtl 116, (inc. hintric) Stone a, pnooed device t42,4 ine. bei.es) 1402, tine. inare,( 145c 226g 136.,

IMentnions 60.x2 3 t I I Foui Sante ns promsed device Itt046Xxlmm WO~S .. ,lm 11') x.25x it0' 126's 3.3" .4.5s 95i64n3((mn

.......einy Proerain 7 ErormA I ittmm 3. P .. ia113 IYotgrai Custom tUser 2 (16H,

Please Duration of 99Hz 50H, 99H, .50H, (MHi, 150H, (liWS

pmra ith highost 30p 400"s1 IsopS 4 ItS 350PS 400"t

oulntp u l I~

Bausline to Peal. Slieo 050i00 8mA 05M)( 75mA @50(Sl I"tO 75tinA @5)(Cl - 1% 64inA@s5WD i(XtnvA @5w00 24ooA O0500

Current 2SnA @210l 28.A @'2L0 3$mA O0isO 35tinA @210
3t9mA 010Mik3 .9inA 0i 10 7'nAI. tikfl 7tnA@ (0kQ

Baselinte to Pelt 4(0V 050Q1 40t lV at .5W110 37V 0i51)(( 37V @5(111 310y @15(111 50V 0,5(1( (25' 5(110

Output Votiage 55.6V @2"2 55 nVU 21, 0 70V @21,1 7(0V 412M
39,3V C-0( 39 3V at 101, Q 7OV@ ((1 1 7(IV@IOR

N axitn.um tINS Output 93 V 0 5Wh 1 9,i 5V@ 51(1 6.4 V @5MU7J11)0n 85@ 0 (I5V C@5(XS 1055105(1( 43V

Vittiae 17 IV 0 2W4 10,74V1 @2W 1 2. IV Q02kl (4 021,9 H(iiale as...infp

.+/.I0%) V'- 14 IV 011,f) 5.65V( 0111 7 VOt(Ilfl 7 V V0kf WO qa. uesei

Mlaximumt HIMS Output ((.6 mA@5Wfi( 1 S3tnA @ 51(30 id.9ot, @5000 (SimS @5000 15.mA @5V1( 2i mA @s51XD (As 8( ...A

Current S.6 mA 2kO 5.37,nA La2W 6.1 \ O2RD 7 mA @i2k0 stated in desiec ifL-

(410W1 1, 420 pA@IGO S65pA@ 010 7(*A@ tOW 49VtaA@ 101a itowveris incsisiet
with tihersated

flarete I

Pulse Width M~ . suio bill 840u,5 (toill Kotaeiax 3(1)951 ,toon 4i NOl HOXpSI stit of Nhnti 7()OS - to~n of (itSh i
2

( S, nn t Isil 64(1pS

phase.. MOt, 1401 ., 4((S wihl isepnse I". 509 St Imo 1). hu,.4(Xt4p1 She Pr1 ni..;.i50pS 41piltS pbailsr,.n

__________________ ttt,ldu w,.]t ilterviIM .40,lttS) Pn A)1 ii.,,tertic,v

INet Charge ((p ti, 5(1)O (pSC 0 51(10 qc 0 .51N10 opc C, sn511 ()P C (, wot 2(),iA N..t asatale

toc "e nowe

Maxiumn linac 24 oC @ 51Mil 32.8,C ii).5pC @051(10 3(1 C 2 ic W @5(00n. 40 pC 21'C 0 5000

Chare (p50001

Maximum. Cimeni =1 8.6 mAMll cut 0.22 onVcm2 L~ut1  2 s.....rt Usti 2 ture Wting.........re Cl'ng 2' sou.a Using 12 , 9 sil

Den...It, @50051 =022 mA,' cm elecirns] ete... pude ciceir.. uie clerul lsci"sW
= 12. 8 oN25 nt . I' nM5 =1w 5. tia'Msett =2 ( tniM etn =8.6n(Wlt 

0
8

=0 5 ntki c = 0.6 ink' cm = 0.1=1mM ct- 0.84mM c-ti =08 LS / e.2

Nlaxiniunt Povwer Prtoiai 7 2.55,inw/ent77 3.3 ye -Tcn'5 itimw' 2.9 .w/m' 1.1 mw/cw ((.. 1 itW/eto

i~tiy@50011 2i ItwV/.nt 0 5(1(0

ecetrodl e~idtents
stirfose area)
Hurst Moude YES. NMES otl . tityl Yes.,N.MEStttctc~ ... esb. ins ae TENS Yes. NMIES in 01 lcelt Yes. I tirs nttdc I INS Yes. NNISS and TENS Yes

(0. su.,te,. (ris iset
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7. Substantial Equivalence

Blo-Medical Research Ltd (BMR) has over 30 years experience in the research, design,

manufacture and marketing of medical grade products for both muscle strengthening and pain

relief. Rio-Medical Research Ltd. complies with 21 CFR 820 and is registered to I.S. EN ISO

13485:2003, Medical Device Quality Management System for the design. manufacture and

distribution of electro-medical devices.

Kneehab XP. Type 412/421 device complies with the following international safety

standards:

" IEC 60601-1 (1998) + Al: 1991, A2: 1995, Medical Electrical Equipment - Part 1:

General Requirements for Safety

" IEGC60601-1-2 (2001), Medical Electrical Equipment - Pant 1-2: General Requirements

for Safety; Electromagnetic Compatibility Requirements & Tests.

oi lEG 60601-2-10 (1987) + Al: 2001 Medical electrical equipment -Part 2-10:

Particular requirements for the safety of nerve and muscle stimulators

A risk management plan has been carried out to I.S. EN ISO 14971 2007.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Bio-Medieal Research LTD. DOInetCnio om-\06G0

Quality/Regulatory Engineer

Parkrnore Business Park, West

Glalway

Ireland El

Re: KI 110350 AUG -3 21*%1
Trade/Device Name: Kneehab XP, Type 412/421

Regulation Number: 21 CFR 882.5890
Regulation Name: Transcutaneous electrical nerve stimulator for pain relief

Regulatory Class: Class 11
Product Codes: OZI1, I PF, NYN

Dated: June 24, 2011I

Received: June 30, 2011

Dear Ms. Keenan:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premiarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it

may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Pant 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CER 803); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000- 1050.
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or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CER Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical

device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic

product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

go to httn ://w-vw. fda. gov/AbOLutFDA/CentersOffices/CDR-/CDR HOf1 ices/ucml 115809.html for

the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (2 1

CER Part 803)), please go to

http ://wxN-,v. fda. Qov/Medica] Devices/Safetv/RepoirtaProbleii/default.htni for the CDRH 's Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address

http://vww"w.fda. ,,ov/Medical Devices/ResourcesforYou/Industry/def-ault.hitm.

Sincerely, yours,

Malvina B. Eydelman, M.D.

Director

Division of Ophthalmic, Neurological,

Ear, Nose and Throat Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure



Indications for Use

5 1 0(k) Number (if known): KI 110350

Device Name: Kneehab XP, Type 412/421I

Indications for Use:

The Kneehab XP, Type 412/42 1, Indications for use are as follows:

In NMES mode (Programs 1-6) the Kneehab XP is intended to:

* Maintain or increase the range of motion.

* Prevention or retardation of disuse atrophy

* Re-educate muscles

Early post-surgical quadriceps strengthening and improved post surgical knee

stability secondary to quadriceps strengthening

* Relax muscle spasms

* Increase blood circulation

In TENS Mode (Programs 7 - 9) the Kneehab XP is intended to:

* Provide symptomatic relief and management of chronic, intractable pain

* Provide an adjunctive treatment in the management of acute, post-surgical or

post-traumatic pain

* Provide symptomatic relief and management of intractable pain and relief of pain

associated with arthritis

* Provide an adjunctive therapy in reducing the level of pain and symptoms

associated with osteoarthritis of the knee

Prescription Use X AN/R Over-The-Counter Use __

(Part 21 CER 801 Subpart D) AN/R (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE

OF NEEDED)

Concurrence of CDRH. Office of Device Evaluation (ODE)

(Division Sign-Off)

Division of Ophthalmiic, Neurological and Ear,

Nose and Throat Devices

5 ~/ 1 ()Nme sCo
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